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We should discuss and decide how to proceed.  Here are my initial thoughts.





1)      e and f are handled by our rewrite of appendix F





2)      b can be handled by citation to 1971 ILO guideline and reference to Table 3 in Lockey et al ()1984); most changes were based on terminology in ILO guidelines; two workers + in 1980 were – in 2004.  Earlier information from Tim stated that diagnosis was a toss- up each time.  He advised using the 2004 result.





 





From: Bateson, Thomas 
Sent: Tuesday, June 04, 2013 9:05 AM
To: Benson, Bob
Cc: brattin@syrres.com; Berry, David; Kopylev, Leonid; Christensen, Krista; Sonawane, Bob; Bussard, David; McKean, Deborah
Subject: RE: Clarification of Diagnoses





 





Bob,





 





As discussed and agreed upon, here is what we are looking to receive from you, SRC and UC regarding documentation of changes in the data between what went into the external review draft and where we are now.





 





Please let us know how long you think this may take to arrange.  It is important to us to have this in hand in order to insure that we fully understand the changes and can document them, and that the data are settled.





 





Thanks,





Tom





 





 





From: Benson, Bob 
Sent: Tuesday, May 21, 2013 11:27 AM
To: Christensen, Krista
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





We in Region 8 and Bill are keeping the documentation of the changes made to the data sets.  





 





As noted in my original response DPT was not coded in the ILO 1971 guidelines.  A summary of the B reader forms for the 11 workers with pleural or interstitial changes is included in Lockey et al. (1984), Table 3.  Rohs et al. (2008) used the ILO 2000 guideline and reader form.





 





From: Christensen, Krista 
Sent: Tuesday, May 21, 2013 5:40 AM
To: Benson, Bob
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





Thank you, Bob, for forwarding this information.  We’ll review and will get back to you with any questions, etc.  In the meantime, do we have some kind of documentation from UC for this and the exposure information changes?  





 





I looked back at the 1984 paper and recall that they presented results for ‘pleural thickening’ and ‘pleural plaque’ but had used the 1971 ILO guidelines with some modifications (“The modification includes the addition of grading criteria for radiographic changes associated with asbestos exposure.”)  it’s been awhile since we discussed, but I had thought this modification resulted in an endpoint that was more similar to the 2000 ILO definition of LPT.  At any rate, I really feel that we need a detailed documentation from UC about the definitions used for each dataset and what/when/why changes were made.





 





Thanks,





Krista





 





From: Benson, Bob 
Sent: Monday, May 20, 2013 5:33 PM
To: Christensen, Krista
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





And I forgot to add:





Because of the change in diagnoses, we can no longer cleanly model LPT only.  We intend to model only Any Pleural Change (73 workers) and Any Radiographic Change (76 workers).





 





From: Benson, Bob 
Sent: Monday, May 20, 2013 3:27 PM
To: Christensen, Krista
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





We received the required clarification from UC.  They advised that any workers positive for pleural thickening in 1980 be coded as having pleural thickening and not try to further define the thickening as a specific type.  The reason is that the B reader forms used in 1980 did not distinguish the type of thickening and the ILO criteria used in 1980 did not have a clear definition of DPT.  The 5 workers in question (16920, 18036, 18216, 19648, 19982) are now listed as having “any pleural thickening.”  See the revised spreadsheet that Bill prepared (attached) showing the endpoints and counts.





 





Note that none of these changes will have any effect on the sub-cohort.





 





From: Christensen, Krista 
Sent: Monday, May 20, 2013 9:02 AM
To: Benson, Bob
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





Hi Bob-





Just wanted to check in on the updated diagnoses issues we floated last week (i.e., implications of rereading for the rest of the subjects, and documentation of changes to the dataset).  I think these are things we need to settle rather quickly – if you think a discussion with the group would be better than emailing, I can look at setting up a calendar invite for this week.





 





Thanks!





Krista





 





From: Christensen, Krista 
Sent: Thursday, May 16, 2013 12:07 PM
To: Benson, Bob
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





Sorry, one more thought – these changes in the outcome determination need to be documented, of course.  Is it possible to have UC maintain the record of the changes that were made (including date, motivation, evidence for reaching conclusions, etc.)?  on a similar note, I believe we had discussed earlier that UC would maintain documentation of changes which were made regarding the exposure data (removal of duplicates, correction of erroneous hire dates, and so on).  Do we have this documentation yet, and have we thought about how it will be incorporated into the assessment?





 





Thanks!





Krista





 





From: Christensen, Krista 
Sent: Thursday, May 16, 2013 11:57 AM
To: Benson, Bob
Cc: brattin@syrres.com; Berry, David; Bateson, Thomas; Kopylev, Leonid
Subject: RE: Clarification of Diagnoses





 





Hi Bob-





Thanks for forwarding this information.  So it looks like there was a notable change, for the few cases that we’d noted were discrepant between the two exam periods – do you think Dr Lockey’s recommendations (and the change in ILO definition) might impact the readings for the other workers, too? Hopefully not the case, but I don’t think we want to be in the situation of applying different definitions/level of scrutiny to a small number of workers, compared to the rest of the study group…





 





Krista





 





(Previous datasheet)





17289 – positive for LPT and DPT in 1980; positive for LPT and bilateral LPT (but not DPT) in 2004





17352 – positive for DPT in 1980, negative for DPT in 2004





17847 – positive for LPT, bilateral LPT, and DPT in 1980, negative for all in 2004





18733 – positive for LPT, bilateral LPT, and DPT in 1980;  positive for LPT and bilateral LPT (but not DPT) in 2004





19648 – positive for LPT and DPT in 1980, positive for LPT, DPT, and interstitial in 2004





 





 





From: Benson, Bob 
Sent: Thursday, May 16, 2013 11:45 AM
To: Christensen, Krista
Cc: brattin@syrres.com; Berry, David
Subject: Clarification of Diagnoses





 





We received guidance from Jim Lockey on the workers with the conflicting diagnoses.  His recommendation is tied to the change in the ILO definition that DPT must include blunting of the costophrenic angle.





 





Here is a summary:





                Worker ID           1980                                       2004                                       Exposure to use for modeling





                17289                    LPT                                         LPT, Bilateral LPT              1980





                17352                    none                                     none                                     total duration of employment





                17847                    none                                     none                                     total duration of employment





                18733                    LPT, Bilateral LPT              LPT, Bilateral LPT              1980





                19648                    LPT, DPT                               LPT, DPT, Interstitial        1980





 





17847 was done earlier.
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Requested Documentation – preliminary list from NCEA to Region 8


The goal of this documentation is to obtain a record that could be available to the public of changes to the data that occurred between the dataset used to support analysis in the external review draft (Excel spreadsheets received by NCEA from Bill Brattin May 9, 2011) and the dataset that will support analysis for the final draft.   Note that this is based on NCEA’s knowledge of these changes, and that we ask that the record also include other changes of which NCEA may be unaware.  A complete listing of all changes made, the context and/or rationale, and who made the changes should satisfy the need for documentation.


Because UC is the holder of the raw data, we suggest a signed memo on UC letterhead to Region 8 through SRC to document their changes.   If some changes were made in calculations done by EPA and not by UC, a separate memo from Syracuse Research Corporation or the responsible EPA group might be an additional part of this documentation.   Such formal documentation would be internally available to Region 8 and NCEA but would also be available for inclusion in the revised Libby Amphibole Asbestos Toxicological Review as an Appendix as a complete and transparent documentation of changes and reasons for the changes.


The changes of which NCEA is aware are: 


1) Exposure information


a. Removal of duplicate industrial hygiene records in the creation of the AM JEM


b. Correction of dates (of hire, stop work, gaps in work) in Marysville cohort employment records


c. Calculation of average exposure accounting for gaps


d. Changes to details of the exposure data (by season instead of by year, season adjusted data, number of decimals)


e. (This may be an item to put in a R8 memo): Calculations/conversions to construct CHEEC metric (e.g., correction of breathing rate)


f. (This may be an item to put in a R8 memo): Treatment of non-detects in construction of AM JEM





2) Health outcome information


a. Changes in coding scheme for radiographic outcomes (e.g., in ERD dataset, someone coded with ‘1’ for DPT was automatically a ‘0’ for LPT, whereas in the new dataset someone could be ‘1’ for both; please clarify if someone can be LPT=1 and DPT=1 in the same lung or only in different lungs)


b. Changes in algorithm for outcome determination (e.g., determination that 1980 films cannot differentiate LPT from DPT and that 1971 ILO guidelines did not provide for definition of DPT)


c. Changes to specific records (e.g., 5 records flagged for scrutiny based on discrepancy between 1980 and 2004 records), and whether these changes were made based on examination of original B-reader forms and/or films, or as part of ‘process’ changes as in (a) and (b)





3) Covariate information


a. Addition of/changes to age at x-ray to 1980 records


b. Update of smoking information (and how information differs from that used both in the ERD and in the 2008 publication by Rohs et al.) 





Examples (NOT exhaustive, just to demonstrate some of the issues which should be included in the documentation): 


1) Content of email from Bill Brattin received 2/22/2013 regarding computation of cumulative exposure file for employees continuing work in central maintenance after 1983.


2) Content of email from Bill Brattin received 2/27/2013 regarding start dates for 2 employees.


3) Content of email from Tim Hilbert to Bill Brattin 4/23/2013 regarding age at x-ray for 3 employees.


4) Content of email from Tim Hilbert received 2/13/2013 stating that in the process of confirming corrections made to file from 2/12/2013, that extraneous data for 4 workers were discovered and eliminated.


5) Content of email from Tim Hilbert received 2/12/2013 stating that in the updated file, exposure values were carried out to more significant digits than previously, and that an extraneous multiplier for spring work which had been mistakenly included, was removed.







